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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on October 
08, 2008 has been entered. 

Status of the Claims 

2. This action is in response to papers filed October 08, 2008 in which claims 14, 
20-21 and 32 were amended, claims 25, 29 were canceled, and claims 1-13, 33-86 are 
currently withdrawn. The amendments have been thoroughly reviewed and entered. 

Applicant's arguments have been thoroughly reviewed. Any objection/rejection 
not repeated herein has been withdrawn by the Office. 

Claims 14, 16-18, 20-24, 26-28, and 30-32 are under prosecution. 
Claim Objections 

3. Claims 14, 16-18, 20-24, 26-28, and 30-32 are objected to because of the 
following informalities: the recitation of the thixotropic gel located in the container is 
redundant since the preamble recites the container comprises, inter alia, a thixotropic 
gel. The Office recommends Applicant delete "in the container" in line 4 of claim 14. 
Appropriate correction is required. 
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Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 14, 16-18, and 20-24, 26-28 and 30-32 are rejected under 35 
U.S.C. 102(b) as being anticipated by Kessler (US Patent No. 4,350,593). 

Kessler teaches a container (tube 12) having an upper end, a closed lower end, 
and a sidewall between the upper and lower ends having inner and outer walls (see col. 
3, lines 53- Figs. 2-4). The tube includes a pierceable closure 14 therein (claim 31). 

The only structure with respect to the claimed container and thixotropic gel in the 
claim is the recitation of a thixotropic gel located in contact with a portion of the inner 
wall of the container. The thixotropic gel of Kessler is specifically cited in Applicant's 
instant specification as capable of being advantageously used in the invention, see par. 
[0033] of the instant specification. Kessler teaches a thixotropic gel 22 located inside at 
the closed lower end of the container contacting a portion of the inner wall (col. 1 , line 
56- col. 2, line 2; col. 3, line 54- col. 4, line 6; see also Figs. 2-3). Therefore, since the 
claimed and prior art gels are identical or substantially identical in structure or 
composition they must necessarily exhibit the same rheological properties under the 
same conditions . That is, the first region of the gel of Kessler inherently comprises: 

a first region with at least about 80 vol. % of the gel (claim 14), the imaginary 
upper boundary exhibits a best fit plane within 1 0 degrees of a plane perpendicular to 
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the longitudinal axis of the tube (claim 16), the distance between the first and second 
regions being between 8 to 21 mm (claims 17-18), the first region comprises about 80 to 
95 vol. % of the gel (claim 20), the interior surface of the thixotropic gel at the 
intersection of the first and second regions exhibits a radius of curvature between about 
4 and about 8 mm (claim 21), wherein a best-fit plane to the exposed surface of the first 
region facing the interior of the container exhibits an angle of 25 ° or less with a plane 
substantially perpendicular to the longitudinal axis of the container (claim 22), the 
exposed surface of the second region facing the interior of the container defines a best- 
fit plane exhibiting a 45 to 90° angle with a plane substantially perpendicular to the 
longitudinal axis of the container (claim 23), the best-fit plane to the exposed surface of 
the first region facing the interior of the container exhibits an angle of 90 to 140° with the 
best-fit plane to the surface of the second region facing the interior of the container 
(claim 24), wherein along a plane perpendicular to the longitudinal axis of the container 
located halfway between the average height of the exposed surface of the first region 
and the uppermost point of the second region, the second region exhibits 80 to 140° 
circumferential contact with the inner surface (claim 26), wherein the entirety of the 
second region exhibits less than 180° circumferential contact with the inner wall (claim 
27) and, wherein the entirety of the second region exhibits less than 120° 
circumferential contact with the inner wall (claim 28). 

Response to Arguments 
6. Applicant's arguments filed November 27, 2007 have been fully considered but 
they are not persuasive. 
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In response to the previous rejection of claims 14, 16-18, and 21-32 under 35 
U.S.C. 102(b) as being anticipated by or, in the alternative, under 35 U.S.C. 103(a) as 
obvious over Kessler (US Patent No. 4,350,593), Applicant argues that claim 14 is 
directed to a specific geometry (and not a composition or structure) for a thixotropic gel 
disposed in a container which overcomes potential gel movement issues. Applicants 
assert that Kessler is completely silent in regard to the vol.% of gel in the first region. 

The Examiner respectfully disagrees. As discussed above, the thixotropic gel of 
Kessler is specifically cited in the instant specification as capable of being 
advantageously used in the invention, see par. [0033] of the instant specification. The 
Examiner asserts that the claimed and prior art gels are identical or substantially 
identical in structure or composition. Therefore, the claimed and prior art gels must 
exhibit the same rheological properties under the same conditions, that is, the first 
region of Kessler must necessarily or inherently comprises the geometry of the gel as 
recited in claims 14, 16-18, 20-24, and 26-28. 

In addition, Applicant's specification recites the desired geometry of gel may be 
provided by disposing the thixotropic gel into the tube using a nozzle, then centrifuging 
the tubes at a particular angle and speed to provide the desired geometry, see 
paragraph [0035]. Note the particular angle and speed is not disclosed in the original 
specification. Likewise, Kessler teaches filling container with a barrier material such 
that the barrier material 22 is disposed with the surface 23 forming other than a plane 
perpendicular to the axis A of the tube 1 2, see Fig. 2. Kessler teaches the manner of 
making the invention includes introducing the barrier material 22 into the container, then 
testing for its bleed and yield stress (see Example 1). This test comprises storing the 
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assembly 10 (i.e., thixotropic gel in the container 12) for a period of time and then ultra- 
centrifuging an aliquot of the barrier material 22. Thus, the gel of Kessler must 
inherently comprise geometry recited in claims 16-18, 20-24, 26-28, since the claimed 
gel and that of Kessler are introduced into the container and centrifuged. 

Applicant also argues that Kessler fails to acknowledge or teach the importance 
of the vast majority of the gel be at, or near, the bottom of the tube (i.e. in the first 
region). 

The Examiner respectfully disagrees. Kessler recognizes that the barrier 22 may 
not flow immediately under normal centrifugal forces if the upper surface 23 is a plane 
perpendicular to the axis A of the tube 12, (i.e., upper surface is flat), see col. 4, lines 
21-38. Kessler states "[t]his is because the shear stress developed under the preferred 
normal centrifugal forces is less than the yield stress of the barrier material and is due to 
the symmetry of the configuration of the disposed barrier 22. Under such 
circumstances, increasing the centrifugal force is not desirable or practical since it may 
result in the rupture of cellular blood components with the consequent release of cellular 
fluids or may not be possible due to limitations of available centrifuging equipment. To 
overcome this situation, the preferred assembly of the invention comprises one as 
illustrated in the assembly 10 wherein barrier material 22 is disposed as shown in FIG. 2 
with the surface 23 forming other than a plane perpendicular to the axis A of the tube 
12." Emphasis added. Thus, contrary to Applicant's assertion, Kessler does recognize 
the geometry or shape of the gel has a significant effect on the movement of the gel 
during centrifugation and separation performance of the gel barrier. Kessler recognizes 
the importance of the vast majority of the gel be at or near the bottom of the tube with a 
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portion of the gel extending upward onto the inside surface so as overcome the yield 
stress of the barrier material and cause gel movement at the earliest possible stage of 
centrifugation so as to avoid rupture of cellular blood components. 

Response to Declaration under 37 CFR 1.132 

The declaration by co-inventor, Dimitrios Manoussakis, under 37 CFR 1 .132 filed 
October 08, 2008 is insufficient to overcome the rejection of claims 14, 16-18, 20-24, 
26-28, and 30-32 based upon the previous rejection of claims 14, 16-18, and 21-32 are 
rejected under 35 U.S.C. 102(b) as being anticipated by or, in the alternative, under 35 
U.S.C. 103(a) as obvious over Kessler (US Patent No. 4,350,593) as set forth in the last 
Office action because: the Examiner has reconsidered the Kessler reference and the 
outstanding claims are not rejected under 103(a), since Kessler inherently teaches gel 
geometry disclosed in claims 14, 16-18, 20-24, and 26-28, see above rejection. 
Declarations containing evidence of unexpected results and failure of others are only 
considered in determining the issue of obviousness of claims under 35 USC 103. Such 
secondary considerations are not relevant to anticipation under 35 USC 102. 

Therefore, for the reasons delineated above, all pending claims are rejected 
under 35 U.S.C. 102(b) as being anticipated by Kessler (US Patent No. 4,350,593). 
Conclusion 

7. No claims allowed. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to P. Kathryn Wright whose telephone number is (571)272- 
2374. The examiner can normally be reached on Monday thru Thursday, 9 AM to 6 PM, 
EST. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on 571-272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/P. Kathryn Wright/ 
Examiner, Art Unit 1797 



